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Decx?mber26, 1996
M. Gregoryhfimlt.o

President

Olan IAxxatories, Inc.
20 NewtonPlace
Hauppauge,NY 11788

Refi 25-NY%-07
Dear Mr. Mirmto:

o This letter is in referenw to “SynergineAntifungalSolution”a u SynergineFungus3
Wash”whichare manufacturedby your F.-. ‘SynergineAntifimgalSoMion”is offered for
sale “for treatmentof Athletes’Foot (tines pedis)”and SynergineFungus3 Wash”is offered
for the treatmentof superficialfungalslcininf=tions. Basedon theseclaims, the productsare
drugs withinthe meaningof Section201(g)of the FederalFood, Drug and CosmeticAct (the
Act), subjectto a Final Rulewhichcoversover-the-countertopicalantilimgaldrug productsas
set forth in Title21, !“~ (21 CFR), Part 333. A drug subjectto a
Final Rule (regulation)mustmeetthe requirementsof the regukitionunless it hasan Approved
New Drug Application(??DA).

“SynergineAntifungalSolution”and SynergineFungus3 Wash”labelingand product
formulationsfail to meet the requirementsof the Pi Rule. The concentrationsof the active
ingredient, undecylenk acid, 7.5 percutt for “SynergineAntifimgalSolution”and 3.8 percent
for “SynergincFungus 3 Wash”,are not withinthe specifiedconcentrationrangerequired, i.e.,
10 to 2S-t (21 CFR 333.210(f). Further, the reqoiredlabeling for the statementof
identity, directionsand warningsfor eachproductdo not complywith the regulations(21 CFR
333.250 (a), (c), and (d)). Therefore, “SynergineAntifungalsolution” and “SynergineFungus
3 Wash”are “newdwgs” (Section201 (p) of the Act), and may not be marketedin the absence
of approvedNDAs.

The productsare also misbranded(Section502 (f)(1) of the Act) becausethe labeling

o

fki!sto beu adequatedirectionsh use, and are also misbranded(Section502 (f)(2)of the
Act) bumse the Iabding MS to Mr the requiredwarnings. Additionally,“Synergine
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AntifimgalSolution”is misbranded(Section502 e of the Act)becausethe outer ~artonfhilsto
bear allo the requiredlabelinginformation.

The abovelist of violationsis not intendedto be an all inclusivelist of deficienciesat
your firm. It is your responsibilityto ensure tlwtthe drug productsyou distributemeetaU
requirementsof the Actand its implementingregulations. Federal agenciesare advisedon the
issuanceof ail WarningLettersaboutdrugs and devicesso that they may take this information
into accountwhen consideringthe awardof contracts.

You shouldtakepromptaction to correct theseviolations. Failure to promptIycorrect
theseviolationsmay result in regulatoryactionwithouttier notice. This action may
includeseizureador injunction.

We acknowkdgc the receiptof your letterof October30, 1996. Pleasenot@ our
offi= in writing, withinfifteen(1S)workingdays after receiptof this letter, of the cument
statusof the manufkcturhg,distribution,and inventoryof thesedrug products..

Your reply shouldbe sent to the Foodand Drug Administration,8S0Third Avenue,
Brooklw, N.Y, 11232,Attention:FabioL. Mattiasich,ComplianceOfficer.

o sincerely,

.... _ ..-—-. ------ -

Aoting District Director

Kidmssa’
U71-35(lwkted)
PA-224
IFC-21(?(CF# 2432482)
FC-230
FD-300
FR-NE1
m-NEl(x)
FR-NE140
PR-NEISO(’Platz,AltheaW-s, COMSTAT)

o EF (OhrlMoraton “esInc.)
warning letter tie
Chrono

Circ


